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; . -OAA)37 Group Art Unit; 3766 

Filed: April .% 2004 Examiner: Jessica L. Reidd 

Title: Device \nd M od )r!n > no Rslea.se o j ro 

DECLARATION OF DR. Lisa L. Shafeu UNDER 37 CFR §U31 

Mad ^kp AAh odovsO 
PC) Box 1450 

Alexandria, V A 22313-1450 
Dear Sir Mt tan-- 

I > > \on e v . - ,;v i ' 

1 . I am a U.S. citizen and a resident of Stillwater, Minnesota. 

2. uue >>d hx Medium x ai * I un the T^e.it > v - . , t \ , 
\u 0V;s.S'.-V\ died oJx . stu i i wrV^L.o. \A.t ^ <>- 

l X < ? ! v f . t Nj 

60/507.855. Hied on < >ctober I. 2003 

3. 1 base read a d under M< od the Office \etion An \ S Palcrt \ppheata-n Serial No 
!(;/S203)37 maik-d August 18. 3006, 

4. v t , ■> ^ \ <. j s a t 
provide e- n , e , < < as f K I i emion. i'he acd\ o t \ - < ^ \ 



, , e>yo > ' 



America, 

5. I hove attached a document entitled "FINAL. REPOR T" from Malironk Physiological 

fAoWUV - O- , < k , \ „ u a v v CC 

invention tat prior to June 9, 2003 to October i , 2003, Medtronic Physiological Research 
Laboratories w v- vontructci? to cam out studse; pt earned in liu i IN \! Kl POR f under :o> 
direction. 

a. Table 1 at page 14 of Appendix A of the FINAL REPORT outlines testing done 

00 pigS < she sblCS Such v i U >. \ cat > \v ht 3c r c pf 0'? . phot 

t vnortned md be A March 25. 2003 \> establish u h>u chisriJ 

* v cg-A> t u; pics. 1 i v <, t \, p > i <. J < A s } * lN s w vu 
whether stimulation of a sympathetic ,< specifically the splenic nerve, could 
modulate an inflammatory immune response. The animals tested in the pilot studies 
received g ec c tl stin il alien oi iht splenic none and \ci\oo cs a ^ circle fi\ *-m % iu* ; x 
apical v uses U be use* » the la et >cjA vmd> !h \ o owed 

b. Table 1 of Appendix A ©ftte? FINAL REPORT further shows thai additional 
testing was performed after June 9, 2003. Specifically, on .lone I i, 2003, June 27. 2003, 
and July 3, 2003, pigs received LPS, On July 1 \ , 2003, a pig to serve as a negative 

cc " 3er Viis-jugju ^ i ruw.J i s sis s u v \c - t em. O Aa> 2°. 201s" the 
splensc nonce pigt senc as a negative o«nn»« ot *S stimulated On 

[ - > r-ition oi an .n ian i a \ 

< \ "s 1 v ,u eo U - - ne ... m \ - 

V m . >S v\C J C 



;gere 7 of Appendix A ofhhe PINAL >v> * is a graph of results obtained 
ong other things iu June 9, June i L June 2 A Jug 3. July 11. .hay 29, and 

evvnments , - ws ihat splenic nen n i i 



iooi 



■ ;6SOj ■ 



observed in animals receiving LPS alone, 

d. Figure 8 of Appendix A of the FINAL REPORT m & graph of results obtained 
from, among other things, the June 9, June 11, June. 27, July 3, July 1 L July 29, and 

its Op^e < ^ ^ i 
animal on September 9, 2009 prevented the increase m "INF alpha, II,- im and IL-6 levels 
bservecl i j PS alone 

6. Provisional application Serial No, 60/507,855 * ^ iieco \ 

lot it ?}. Qpai e k nervous system a serve thereof at < f e d organ innervated 
thereby to inhibit an inflammatory immune response* 

7, 1 i | on <, 2004 
and claims priority so p provisional application serial no. 60/507,835 

S, I hereby di trt hat al statements made herein of my ows kn ^ rue and that 

ail statements made on information and belief are believed to be true; and further .that, these 
statements were made with the knowledge that willful false statements and th like so made are 
punishable by fine or imprisonment, or both, under Seenon 1 00 i of Tins s S of me * .'us tee euttm 
Code and that such willful false statements mavjeopardee the \, . - o so , r ,eo 

patent issued thereon. 





Enc os ^ ; 



echnieal norel pages 8 and 9 from n knum v> >97 
FINAL REPORT with Appendix I 
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